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(MapgsEE) (2>

TRIE A BOE R, & SO AR S 2016 (AL 28 4 6 A 2 HEERE) I\ T,
EHERLOFERORBILHEEEZXSD 2 ENEVIAENT=Z L a2 T, &
PERS 2 BEICLERBEICRMT 2B TREEAEET A T
AV BERTDHZELELTVET,

S, TT YY) AT (Bia ) BANZOWT, BIREICk L CERT
HEOBEFEHZINRO LBV RBEHEAMET A FF7 4 ELTRDEEDE
L7=DT, ZOMRHIZE > TiX, AL RTA O THEEESND LY, &
BNOEEREBER OB T 2 EMEBECLET,

I, RBEHDOE LIZOWT, FIRROFFEFEICESESET HD T, DD H
Lz %7,
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. IXT®»IZ

PSS DA NE - L AVEDOMER DT DIZIE, IRA SCES IS o E e 23R
HILD, EHIT, IHAEOREHEM ORI L0 | PUKEIRE 22 & OFH 0 72 5
FREIRMPEKRE EN DT, 2 b OERMNZ BICNERBF IR T 2 2 & BB O
MR & 725 T Y RRIEMBGE R & SO FEARTTEE 2016 CERK 28 - 6 H 2 H @EIRE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE SR L, KB ER RN T 1 7 7 A VB FOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LB SNBEICH L THERT 2 & &b, BIE
FADFEBL U722 3t & & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7cido T, RATA RF A4 Tl BAFEMES ZNE TITHE LN TV D EFIFRY -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

B AITA RTA %, MSIATEOE NG R R 0, AfEEANR
AREERMES oy, — MR N BARBIRINEHE S FE s FNGEDE N B AN 72
B Ot HEN B AR SR T2 O 10 b EAER LT,

G HEIN . 7TV A~ (B Z)

R LRDRUTDR  CIBRASHE 72 Mo litsen

NG AERORE - 2hae s
7TV U AT (B z) ORI GIRHE 60 530 TR
TR U, Plel 50 ZBEMER BRAFChIUL, 2 B HUEO RS
REE X 30 70 £ CREAMECX 5,

GIBRNRE 72 i Mifen
HANKRTTF U RORT ) XX ORI T, @, bk
N7 7YV X~7 (BIE#E#z) & LTI1FE 1200mg % 3
1 Y RS B C AR T E T B,

3k r o ¥ MRS




2. ARHIOKHE, 1ERKER

TTV I RAwT (Blaifaz) (LT, TAK] Euvvd,) 1%, KED Genentech, Inc.
12 & VAR X 7= programmed cell death ligand 1 (BLF, [PD-L1J &W29,) IZx3 5%
a7 Y Gl (UgGl) 7275 2Dk MEE /7 a—FAHIKTH 5,

CD274 (PD-L1) 1%, EAEMNICZB W CHURIESISEIC BB L Tl 0 | I LZY
VRER (T HRE, B AR N F =2 7 0% 7 —T #ifd) 2512588135 cD279 (BLF. [PD-
1] &Ww9H,) KUCD80 (B7-1) EffA L. RIESELAICHIET LB 6 TW5D
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-, PD-L1 (%, flix DJf
AN B 388 L CW\WAb Z & (Cancer Immunol Immunother 2007; 56: 739-45) MRS &4
THH ., PD-L1 & PD-1 240 L7-#RE&IE, FEEMIR A PURAF A7 T & O3B
TS AT O —o L LTEZLN TS,

AHNL, PD-L1 OHIIASMEICHES L, PD-L1 & PD-1 & DfE &2 HET S 2 L5
0 BAGURFFEA) 72 T MUK O MRS TG 2 B9 50 U . i oD BEAH A4 i -5 &5 2
LTS,

TS OGS | ARANT MRS 2 B 2GR e 015 5 b o L HIfF S,
Jia il BB A o B & LT BRI & S L. e, B R OEREDS R S,

ARAN OIS < WEEDORIEFUSZ K DRIERSED & & b, EEUIETIC
ELARMDS DD, AKNOEEG PR OREGHIZIE, BEOBRL 21TV, BEDHR
D HITZHEITIE, FEH L2 F RIS U B MR ki & R 2 FF-oPehil &g U Tl
G782 W ATV R ORERORIC K D RIE A BN 2 561213, BB R RV
T AN OG- OW Y IR LE 21T O MR D D,



3. BREGE
BIBRASRE 72 M gt gs oD A GRIRE I R 21T - 72 T 72 iR R BR O B 2 79,

[ 2h]
[E PN ARRRIR SR (Marble 7X5R)

{LEZHRIEIE O 72 O UIBRASRE 72 i s £ 5148 51l & %P 5212 . KK 1,200 mg, VR T Z
F LR ORT Y & X2 OB ORNER LAV E a2 5 1R 2 5
L7,

ARRERIZB SR STz 48 Bl Bl Zz B MEDENr kg L L=, FEFHMEH Th 5
RECIST ver.1.1 (253 < B R EIZ L 220 OfER Q024 F7TH6 ATr—4 71w
FA7) 3R 1DOERBY THY ., FHRD 95%EEX MO FIRIZ, FRNCHE L7 BE
R (30%7°) & klElo7 (£ 1),

*1 : OIRVEHIFANT - B BRETE S RREZR IE M 43I, Va UEIVD # & 2l S -l EsE . K0@
FRIGHIFAT - B BRRIEE O R O Mg EE 3R L Lz,

*2 1 KA1 1,200 mg, AR T TF L AUC 6 mg * min/mL FE B O/7 U & %+ /1 200 mg/m? % 3 i
R (LT, TQ3W] &) ) Td~6 [ERE Lotk (BSREIIHYEMOHEIZ LV IRE
Ehts). AH 1,200 mg & Q3W THE L7=,

*3  ALTEIRIEIE D O UIBRASRE 7 Ml B st G & U 7 RRIRABR/ BRIRIFJE12 3617 5 CBDCA/PTX
5} CBDCA &7 v E s L OB ORI 21.7~359%Th o= L#E ST
% Z & (JClinOncol 2011;29: 2060-5, Ann Oncol 2015;26:363-8 %) % &35, BEREE 30%
L,

£1 BBRAVDRRUERE
(Marble 3B, AZEMITIE, RECIST verl.l, BT RHAE, 2024476 BT —F by b4 7)

EL £ 90 A % (%)
WE ml:l)‘j]% 48 WJ
CR 0
PR 27 (56.3)
SD 20 (41.7)
PD 1 (2.1)
#£%h (CR+PR) 27
(FEBhER [95%CI"] (%) ) (56.3 [41.2,70.5] )

CR: 52428%). PR : /555, SD: %7, PD : FABHEIT, CI: [FHEXMH
* : Clopper-Pearson i



[Z4=tt]
W ARG IR BR (MarblestliR)

A EFGT48/48%] (100%) . JREREE (KH, ANAVRTTZ7F IR 7 ) Zxk0) &
DR EBIR NS TE TERVA EFS1348/4861] (100%) 1278 Bz, FHEBLHRN5%LLE
DIEERIE L ORI BRIV HE TERVWHEFRRIIF2OLBY Tho 7=,

#2 RBEERPE %A LEDBBREL ORRBERPBEETERVWEEER

(Marble 3B

(REMMITNRER)

#ERIRK74E (SOC: System Organ Class)

AFF 55 (48 1)

HARFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) %k (%) Bl (%) BE (%)
RERIE L ORPEBEFRNEE CERWEHEEFS 48 (100%) 36 (75.0%) 0
SR EE 42 (87.5%) 2 (4.2%) 0
R = 2 — a5 — 42 (87.5%) 2 (4.2%) 0
R P 4 (8.3%) 0 0
KR X OF PRk 42 (87.5%) 10 (20.8%) 0
WiESE 40 (83.3%) 0 0
BLIR B IR 5 19 (39.6%) 6 (12.5%) 0
ESiIZR 5(10.4%) 1 (2.1%) 0
SIBRREE 2 3 (6.3%) 2 (4.2%) 0
FE - RERBRART R EAEGER 3 (6.3%) 0 0
% 3 (6.3%) 0
BB E 41 (85.4%) 2 (4.2%) 0
(G 26 (54.2%) 1(2.1%) 0
LY 20 (41.7%) 0 0
O 13 (27.1%) 0 0
T 8 (16.7%) 0 0
g it 4 (8.3%) 0 0
M XN v SREE 39 (81.3%) 19 (39.6%) 0
2 i 26 (54.2%) 1(2.1%) 0
TP ERIBDE 19 (39.6%) 13 (27.1%) 0
FEEELT RIS E 11 (22.9%) 11 (22.9%) 0
i/ MR E 3 (6.3%) 0 0
A i BRI iE 3 (6.3%) 2 (4.2%) 0
PR AR T 38 (79.2%) 28 (58.3%) 0
A iR 22 (45.8%) 14 (29.2%) 0
I HPEREGE D 18 (37.5%) 14 (29.2%) 0
TI5=UT I NIRRT 25— 13 (27.1%) 2 (4.2%) 0
1/ INRE R 12 (25.0%) 2 (4.2%) 0
TANRGEUBET I ) VT AT =T —BHIN 11 (22.9%) 0 0
VU EREB 8 (16.7%) 5 (10.4%) 0
y =T AR INNT AT =T — PN 6 (12.5%) 1(2.1%) 0
7 L7 F =8 5 (10.4%) 0 0
M7 L7 F ok ARFF—EHn 4 (8.3%) 2 (4.2%) 0
77— 3 (6.3%) 2 (4.2%) 0
MA 7V H U RAT 7 X —E N 3 (6.3%) 0 0
M ey Ly 3 (6.3%) 0 0
—f% - EHEEL UG ORE 30 (62.5%) 1 (2.1%) 0
e 15 (31.3%) 0 0
FEE 10 (20.8%) 0 0
Uil 6 (12.5%) 1(2.1%) 0




FEBIRHE (SOC: System Organ Class) AF e 545 (48 f51)
JLAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver. 27.0) [EC) ik (%) % (%)
AR 6 (12.5%) 0 0
R L ORERE 25 (52.1%) 4 (8.3%) 0
BARER 18 (37.5%) 3 (6.3%) 0
7 L7 3 v E 5(10.4%) 0 0
&) U U A ME 5 (10.4%) 0 0
A ) 7 AiffE 4 (8.3%) 0 0
R P ROy ey ik e 17 (35.4%) 1 (2.1%) 0
Ra i 13 (27.1%) 0 0
ek 7 (14.6%) 0 0
RER . HOEREs X OMhEhmiE S 16 (33.3%) 0 0
Lo< D 9 (18.8%) 0 0
Jitifigioe 5 (10.4%) 0 0
PRI TaA s 2 7 (14.6%) 1(2.1%) 0
R IR RE AR T E 4 (8.3%) 0 0
BE, PHEB X OWNEAIHE 4 (8.3%) 1(2.1%) 0
N P 4 (8.3%) 1(2.1%) 0
B X OUREEE 4 (8:3%) 1(2.1%) 0
BHER 3 (6.3%) 0 0

7, ARANEE GBI B CRVE MM R S B (10.4%) . IFFSRERES - IFJE - alfkiEiR
BRI B (37.5%) . KIGHK - HEDO THI8 ] (16.7%) . R 3 45 (6.3%) . WoriskeEsE
(FIR b nelsss 4 51 (8.3%) . mIEHERERED 2 61 (4.2%)) . MhfklEE (F7 2 - L
—IEGERE A Te) 42 ] (87.5%). EE DGR 8 1 (16.7%) ., BHEREMREE (RAE
MR RE) 161 (2.1%) . ik - BUESHhEARE 2 #1 (4.2%) . Infusion reaction 5 14
(10.4%) . HFH BRI « FEBWELEHERIBE 32 61 (66.7%) DR LTz, iz, 174
BEPRIPT . Porueksss (T EARERERE D) | N2k - BENEA - Frfitige. FIEMBIE, O
%, MERBEAAEMGRE, M/ MRIBCDE, it i, OIS - DEERITE - X v
NI =T FOREGIEITFRD IR Do T2, ARIWERIZEBURII LB S5 (R AR R A i 2
WaEte) HEUDEIERERT,



4. MEFRIZDOWT

AR OFE- w0 72 BE 22 W - B E L, AR OEEGI2 LY Eﬁ%iﬁ@ TER 238 Lz
BRIk T 5 Z E g 7o LFOO~@D T X T A= T gk ic s W Tl 5
REXTH 5D,

O MERITONT

O-1 Tieo (1) ~ (5 OWTNNITHEY T DM THDHZ &,

(1) EABRENEET 223 i ILSRBE S (FRIE AT IR S A RS L
Be. HUss A RSHGEEEIL SR, Mk s A BRI e &)

(2) HEREREIRRL

(3) HBENFIRINFAEE T D M A HEHEET (03 A HEREIR ERbT, A A
PEW JIIABE, D3 ARSI EEHELE R 7 &)

(4) A A pihaE 2 a%iE U, A SRIESALSRIEZIR R 1. A SRIEE LS E 2k 2

SUUTA SNBSS R SRR 3 O FEHE (AR 5 i HH &2 1T > T 5 fiti ik
(5) PRI AL & BN O faax FE B AR D Jm H 21T > T 2 Jiliak

©-2 M DAL 7k & O] 1’EFH§§@ELH—*J:®W‘“ (A3 7 dmitk & RRBR A RO ER (FR
DWFIDNIFEE T DIERM) 25, YL B OAANCET 2R OEMLE L L TRES
nTWnnZ &,

#
- ERIGRFFEURE 2 FONMIBHE 2 & T L= 5 LU EO0 ATRE D ERKIHE
EIToTWH I L, 56, 2L EIT, SASEMIREE £ & U REES SO
Ex2IToTNDHZ L,

ZERMSaFFEUH % 2 EOYIHIBHE 25T L7212 4 UL EOBEERRBR 2 A LT
Dl 9B 3L IR, MEREMERE L 0O 23 A SEMIRE 2 A e MR B S O
RWHE 24T > T\ 5 Z &,

FERR S AP HS % 2 EOMMIME 215 T L7212, JBRIEIEIEIE 0 28 A Sk
Zate 5L LRGN OB EZIToTnDH 2 L,

© BEADOERMFREERDEHIZONT

AR PO E T 5 B D RLE S, BRSO OfFHE N At - &2
PR IER W OB L OEMIE X 2 iRt AHFRBELE LIS OWE
FH . FERERLNTIT OSBRI E S TnD 2 L,



® BIER~DOXIHIZONT
@-1 JEs AR B3 2 Hk

R MEMR B O EEZRBITER NI L-BRIC, 24 BRRIREEHI O T, Mikiiak X
I f R ISR TCL 6B L2 BIWEANCIS U CABRE LN O CT 2 ORI ORI
TR ORERY A FIZG DAL, B OIS ATRER KR 3 > T D 2 &,

@-2 [EHMEFEI L DA EFGRNSICEET 5 Ef:

AR HED 5 PR 22 ik e OB Re 2 9 B IR FE NEER T =2 ) > 7
EEDTEEROARAT ) == T ERTWEIRE &R EZ LA TE LT — AEF K]
SN TNDZ L, B, BiKRHICOWT, NABE L ZOFRRICHSICEmEhT
WAz &,

@-3 BIEH OZWrCoxH Iz LT

BIER (REYERZ R, IR RERE S - IFZ - B EMERRAE R KGR - HEEO TR,
9 1 BUBERRI . N Wakesy (RORIEERERE T . BB REREMR TS . T HE(RRRRERE ) | MK -
BlisS - FBEIS. MRRIEE (X T « NU—JEEREZ ST . BIEMEIE, HEDK
JERETE, AR T RME EMEE &%) . ik - BHROHRAHE, Ok, MERER
JEWERE, S MEm/ MBS/ E, Infusion reaction, ¥RIMPERIM, CMESE « DFEEITHE - L
Z R =7 ARG R O MR e (AR Ekiv) . EEWE AT R ERBODE) | (b
FEDF RO BYWIES) 12t LT, Mk X I3 B s B oo JEF9 P 2 4 3 2 ERh &
HEEL (REHOZBRCRIGICE L CHERUOSEEZZ T ONLKMEICHH L), B
BTG 22 UE S T & DIRHI AR > TV D 2 &,



5. REXNRLIRDEE

[ 20k

(Nl 3l PR 20

O YIBrARREZ M BE 2R W T, RAE, INVR T T F U ROUNT U Z X8O
BEOHEYPENRENTWS

@  TFRLICEEY T D BEITKT DAKIO B G- OMF T EICOW T, ARAI O A 201k
L INTE LT, AROEERISR LB 0,

(%
® Ta

(EIEEIEReS

el Sl pval ) |
CICHEE T 2 BEICOVWTIAR DR GV ERE S TnD 2 &b &5 E21T

DIRNT Lk,

AFN DRI U HEE OBEEIE 0 & 2 B4

@ BHRAETOFHIIC W T FREICHE S T 2 BF I OWTIE AR OG- 13#EE S

AR

L OIRIRIE N e WIGA IR Y | HEICAFZHEHT L2 2ZETE 5,
FVEERTR B DA 0F X 3ZE DBEED & 2 i3

Jib 50 1 A e A C VB 52 % iR D D R e DN BV 0D i S A Bt ik o <o S e P it ¢
ORI ZIIEMZE DB B D B

H C iR RO & 2 BE SUTB MR L < ITHREO B S i@ B o BE TR
D& 5 BHE

ECOG Performance Status 3-4 -V o H

D ECOG ¢ Performance Status (PS)

Score

0

<@L TEBTE S, BFHATL R U B FHAEENHIRR ATX 5,

1

PIREIICE LOEBNIHIR S5 2%, BTHRE T, BFELE > TOEEIIIT O 2 &R TE 2,
AN E N (S

2

BATARE CTH A OFDEIYD O Z L 3T X THFEEAEEIZ TE RV, BHO 50%LL B~y MGl =7,

3

[RONZEHSDOHDED OZ L LTERN, BHHEO 50%UEEy RORFCBId,

E<LET 2V, BOOEOEY OZ L13e TER, BRIy )R+ TiRId,




6. BEIZBLTHEEITREEHE

O WSASCEFIOIN X, MG IRTEEA DRI 2 BRI 5D & ARK O R K OVl 1E £
RO 7= DI B2 WA T3 ICEfR L CbERT 5 2 &,

@ RIREBIRIIEN D BB U DG CARINE R OEr:Z2 45 L, FE 215
ThoEETHZ L,

@ EREWEHO~%T A MZOWT

MEMERE BN D S D Z ENHDHD T, AFOEEIZHT-> T, BIKRIE
W (PR R ik, FEEVE) Offess e O X SRl 0 3%, Blsiz+57
AT 2 &, Fo, REIZS U TE CT, g~ —I —%50Mm& s T 5
ek,

KENOPE G XHEEE D infusion reaction |Zfif 2. CTEEARFICH 47t ind Tx AU
24T > 72 ECH%A L, AAIE G H R ORAE G THRIT AL 234 %23
ET D%, BEOWREEZ+/ICBEZ3 52 &, 725, infusionreaction Z 78l L
THEAIIE, 2 TOMEER CERNERICEIET 2 E CREZ +oBIRTH 2
Lo

RFRERERE S AT, BLMERAE RS Db b Z ERNH DD T, AFIO B
LA R O G-I I E eI e R & (AST. ALT. v-GTP, Al-P, 'Y
NEVEOWE) ZFEETH L,

FORIRBERERE 5 . BB REREH L OV F AR E RN H bbb Z & BB D D
T, ARAIOBEE-BRLART & O 53 M & SN s Re A (TSH., bsk
T3. ¥ T4, ACTH, I =LF Y —VEORIE) 2FEiid 52 &,

AR OEGAZ LV | WEORERISICEK T 5 & B 2 b b iEx 7R BOpE
NHOLOLNDZERDD, BEPRDOONTHGAITIE, BB LEFRIIS LT
REFA 70 0k & BB A RO R AT & s U Cili Ul 2 SRR M 24T\ i Do
FOGSIZ X 2 BIER @i 2 581213, AFRIOREE ST IR, R OEIE BE A
WECRIORGSEEBETH 2L, ok, BIRRERNVE S ORGIZX 0 EIE
M OBENRD HIRWIGEITIE, BIE B E R VE 2 DS O i Al oEn
LEET D,

BG4 T EB NS0 HRE L T ORIERNEHT L Z 08 H D720,
KRN OFGA4 TR ICHRWEH ORI 32T T 5.

| BOREPRI OBIE | BUBEIRIG 2 &de) b D biv, BEREES h T v R— &
WZEDZENHDHOT, g, b, MEHEEORER O R B MFEE O FAI2+
SYEET D2, BB RBE NSNS A IR S 2RI L, A2 ) 3
FOBRHEHOFEY) 72 EEITH Z &

@ Marble #Bx Tix, #EBEND 24 HE Tk 6 MMM, 25 B 52 HE TIX9
HEFERE. ZET 12 R TEEORHMI 21T > T\ E22&E |2, K
B E-H LE I SRR E TR OMEGREIT Y Z &)

10



